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DETAILED ACTION 
Response to Arguments 

Applicant's arguments filed 9-7-07 have been fully considered but they are not 
persuasive. 

Regarding the 112 1 st paragraph rejections: 

Applicant's argument regarding the term "majority" based on figure 8 is not 
persuasive. Applicant's only evidence to support claim 1 is figure 8 as the specification 
fail to provide written support. Only Figures 4,5,6,7,9, and 1 1 are described in 
conjunction with a pocket. Figures 8 and 10 fail to describe formation of a pocket. It is 
noted that each of figures 5, 6, 7, 9, and 1 1 clearly state a pocket is formed or that the 
respective device may be implanted similarly to the device of figure 4. Because the 
pending claims are drawn to a medical method and figure 8 is described as a different 
method of implanting, the teaching of the figure 7 method with same device 12A does 
not necessarily translate to method described in connection with figure 8. 

Applicant suggests paragraph [0051] support the combination of features of 
forming a pocket and recess and implanting the device in recess and pocket as recited 
in claims 1 and 12, and claims 26 and 27. Examiner disagree as paragraph [0051] 
appear to describe an alternative method of implantation. Paragraph [0051] fail to 
disclose formation of a recess in combination with the incision/flap/pocket method. The 
specification do provide clear explanation when the pocket formation method is 
appropriate (see paragraphs [0034], [0050], and [0040]). Furthermore, Applicants 
proposal for the combination method raises several questions about how such a 
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procedure would be carried out. Specifically, a recess would have to be formed 
underneath a pocket behind the incision, yet the specification fails to disclose or 
suggest such a step or unique device for fulfilling the step. 

Applicant also suggests paragraph [0022] provides support for implanting the 
entire device in a pocket (claims 25,26,29). Examiner disagrees because the 
statement of paragraph [0022] "The pocket may be opened sufficiently to receive IMD 
12 or a portion thereof." fails to clearly suggest all of the device is inserted into the 
pocket. The term "receive" merely implies IMD can be inserted into the pocket similar to 
how a lockset receives a key. Examiner has found nowhere else in the written 
specification or drawings to suggest the entire device may be inserted into the pocket. 
Furthermore, the sentence following the above cited sentence describes figure 5 as 
showing IMD 12 inserted in pocket 30. While figure 5 do show a "pocket opened 
sufficiently to receive IMD 12 or a portion thereof, figure 5 do not show "placing all of 
the device in the pocket" as claimed. 

With regard to claim 1, Applicant continues to argue that the "fold" of the Berrang 
references is located on the right side of the implanted device (as seen when looking at 
figure 3 of each Berrag reference). Examiner disagrees because the "S-incision" has a 
"start point" and "end point". A line may be drawn between these points and this is 
where the "fold" would be present. The portion of scalp to the left of this "fold" 
constitutes the "scalp flap" as claimed. To achieve what is shown in each figure 3 of 
Berrang, this "scalp flap" is separated from the skull first, which inherently would 
possess a fold where the scalp is still contacting the skull, then the pocket is formed as 
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the scalp portion to the right of the "fold" is separated from the skull. Applicant appears 
to argue Berrang is different because Applicant's fold must be in contact with the skull. 
However, the contact between the fold and skull is removed upon formation of a pocket. 

Regarding claims 25-27, Examiner relies on the reasoning provided above to 
show each Berrang referece disclose "all of the device in the pocket. 

Regarding claim 11, Applicant only argue the base rejection of claim 1 and do not 
argue the Official Notice. Therefore it is presumed that Applicant agree that the 
additional features of claim 11 are obvious. 

Regarding claims 24,28-29 Applicant argues that Examiner has used hindsight 
reasoning to suggest moving the device to the top of the head. Is support thereof 
Applicant suggests relocating of the device would not necessarily solve the aesthetics 
problem, and that moving the device to the top of the head would be more cumbersome 
(due to lengthy wires) than excavating a recess through the skull. Examiner disagree 
because as shown in figure 3 of Berrang, the device is situated directly behind the ear 
which is a location generally hairless and visible even when wearing a hat. 
Furthermore, the requirement of longer wires to connect the components does not 
appear highly impractical compared to excavating the skull of the patient. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1-12,15-17,24-27,29, and 30 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Claim 1 recites 
"majority", claims 12 and 27 each recite a new combination of placing a device in a 
pocket and a recess, claims 25,26,29 each recite "placing all of. Claim 27 recites 
placing all of a device in a recess. These limitations were not described in the 
specification or drawings as originally filed. 

Specification 

The amendment filed 9-7-07 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: "a majority of IMD 12A is 
located within a pocket behind the scalp flap" as added to paragraph [0036]. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3,5-10,12,15-17,25-27 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Berrang et al. US PN 6,648,914. 

Berrang et al. discloses in figures 1-3 and line 42 of col. 9 through line 25 of col. 
14 a method of implanting an implantable medical device using local anesthetic 
comprising creating a pocket (adjacent to a fold) and recess (lines 1-18 of column 10) in 
the scalp for the implant which comprises a periphery having an angle of approximately 
135 degrees, leads, bone screw anchors, first and second module within housings 
partially covered by a flexible overmold, wherein the maximum thickness is between 4- 
8mm. Lines 52-59 of col. 14 describe drilling a hole for a lead. Figure 3 show an S- 
shaped incision and a pocket created right of the S-shaped incision, and adjacent a fold 
(located along the S-shaped incision), in which all of the implant (as best understood by 
Applicant's specification) is placed into. 

Claims 1-4,7,15,25-27 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Berrang et al. US PUB2003/01 09903. 

Berrang et al. discloses in figures 1, 3 and 25 and paragraphs 46-48,54-56, and 
80 a method of implanting an implantable medical device comprising creating a pocket 
in the scalp for the implant which comprises leads, first and second module within 
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housings partially covered by a flexible overmold, wherein the maximum thickness is 
approximately 6mm. 

Figure 3 show an S-shaped incision and a pocket created right of the S-shaped 
incision, and adjacent a fold (located along the S-shaped incision), in which all of the 
implant (as best understood by Applicant's specification) is placed into. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Berrang 
et al. US PN 6,648,914 or Berrang et al. US PUB 2003/0109903. 

Each of Berrang et al. '914 and '903 independently meet the limitations of claim 
1 1 but lack the express written disclosure of suturing the flap over the implant to 
complete the implantation procedure. The Examiner hereby takes Official Notice that 
suturing a skin flap to complete a surgical procedure is well known in the art. 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
of the invention to include the step of suturing the flap to close the incision. 

Claims 24,28-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Berrang et al. US PN 6,648,914 or Berrang et al. US PUB 2003/0109903. 
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Each of Berrang et al. '914 and '903 independently meet the limitations of claims 
24 and 28-29, as described in the 102 rejections above, but each lack the express 
written disclosure of implanting the device at the top of the head. Berrang '914 (which is 
incorporated by reference in '903 at paragraph 0004) disclose the device is preferably 
located on the head as shown in figure 3 (column 13 lines 35-53), but also describe an 
unaesthetic visible bump (lines 1-4 of col. 10) of the devices and a desire to improve 
aesthetics (column 2, lines 36-40). Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the placement of the device 
to a position at the top of the head to eliminate the unaesthetic bump which would be 
noticeable behind a patient's ear. 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Fischell 
et al. USPN 6427086 in view of Berrang et al. US PN 6,648,914. 

Fischell et al. disclose in figure 23 a method of implanting a neurostimulator 
between the scalp and skull. Fischell et al. lack the express written disclosure of how 
the device is implanted. Berrang et al. '914 teach in figure a method of implanting a 
device under the scalp comprising the steps of making an S-shaped incision to create a 
scalp flap and creating a pocket behind the scalp flap for inserting the device. 
Therefore it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the method of Fischell et al. to include the surgical implantation 
steps of Berrang et al. in order to reduce the incision required to implant the device. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Matthews (Howie) whose telephone number 
is 571-272-4753. The examiner can normally be reached on Monday-Friday 10- 
6:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine M. McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William H. Matthews/ 
Primary Examiner 
Art Unit 3738 



